
A~t~virai r)rugs Advisory Committee; Notice of Meeting 

AGENCY: Food and Drag Ad~n~s~at~~~, HHS. 

ACT’ION: ?ktice. 

e announces a forthcoming meeting of a public advisory committee of the Food 

and Drug Admin~stratiQn (mA}. At least one portion of the meeting will be cIosed to the pub 

abbe of C~~~~~~~e: Antiviral. Drugs Advisory committee. 

nctio~z of the ~ee~~n~~ To provide advice and recommendations to the agency on 

ISIIA’ s regulatory issues. 

D&e and Time: The meeting wi 1 be held on December 12, 2001 7 from 8: 15 a.m. to 5: I5 

p.m. 

, Versailles Ballroom, 8120 Wisconsin Ave., Bethesda, MD. 

Contact: Tara P. Turner, Center fur Drug Evaluation and Research (HFD-213, Food and Drug 

Administrati~u, 5600 Fishers Lane (for express delivery 5630 Fishers Lane, rm. 1093), 

857, 30f-827-7001 Y e-mail: Tu~~rT~~der.fda.g~v~ or FDA Advisory Committee 

~nf~~at~~n Line, 1-8OU-741-8138 (301--443--Q572 in the Washington, DC area), code 12531. 

Please calil the Information Line for up-to-date inf~~ati~n on this meeting, 

Agenda:: The ~~~~tt~e wiff be updated on the approval of biologics license application 

G-INTRON (peginterferon alfa-2b) powder for injection, Schering 

Carp., indicated for use alone or in combination with Rebetol (ribavirin, USP), for the treatment 

epatitis C in patients with compensated liver disease who have nut been previously 

a and are at least 18 years of age. 



2 

~ru~~~~~e~ On December 12,200f , from 835 a.m. to 1235 p.m., the meeting is open to 

lit. Interested persons may present data, infu~atiun~ or views, orally or in writing, on 

issues pending befure t e committee. Written submissions may be made to 

December 5,200f. Oral presentations from the public will be scheduled etween approximately 
and li 1 a.m. Time allotted fur each presentation may be fimited. Those desiring to make 

oral presentations should notify the contact person before December 5,2001, and submit 

a brief statement of the general natnre of the evidence or arguments they wish to present, the 

names and addresses of proposed participants, and an indication of the approximate time requested 

to make their presentation. 

~~~s~~ ~o~~~~~ee ~e~~~e~~~~~~s: On December 12,2001, from 13 

rneet~~~ will be closed to permit discussion and review of trade secret and/or ~un~dent~a~ 

~nfu~atiun (5 U.S.C. 552b(c)(4)). 

A regrets that it was unable to publish this notice I5 days prior tu the December 12, 

ZOOI Antiviral Drugs Advisory Committee meeting. Because the agency believes there is some 

urgency to bring this issue tu public discussion and qualified members of the Antiviral Drugs 

Cu~ttee were available at this time, the Commissioner of Food and Drugs ~un~~nded 

e public interest to hufd this meeting even if there was nut sufficient time fur 

the custom f S-day public notice. 
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